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DETAILED ACTION 

Claims 27-60 have been renumbered according to Rule 1 .126. A complete response to this 
action will include a properly numbered claim set. 

Claims 1-34 are pending and examined on the merits. 

Priority 

Acknowledgement is made of applicants claim to an earlier effective filing date via 09/3 13,463, 
filed May 17, 199 and provisional application 60/1 17,281 . Upon review of each application it is 
noted that there is o description of a device which is a microchip as an alternative to an osmotic 
pump. Accordingly, benefit will be extended only to 09/502,206, filed February 10, 2000 for 
claims 1-34 which include a microchip as an embodiment. 

Claim Rejections - 35 USC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of the 
claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of the various 
claims was commonly owned at the time any inventions covered therein were made absent any 
evidence to the contrary. Applicant is advised of the obligation under 37 CFR 1.56 to point out 
the inventor and invention dates of each claim that was not commonly owned at the time a later 
invention was made in order for the examiner to consider the applicability of 35 U.S.C. 103(c) 
and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 U.S.C. 103(a). 
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Claims 1-5, 7, 9-17, 19, 21 and 22 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Baker et al (U.S. 4,838,862) in view of Sukumar (U.S. 5,763,415) and Bolivar 
et al (Acta Radiologica, March 1997, Vol. 38, pp. 240-242). 

Claim 1 is drawn to a device for delivering an agent to a breast milk duct over time, said 
device comprising; a unit for holding the agent to be delivered to the breast duct, said unit being 
sized and configured to be positioned and supported on a nipple, and an elongated member for 
delivering the agent from the unit to the breast duct, said elongated member being in 
communication within said unit and being sized for positioning within the breast duct. 

Claim 2 embodies the device to claim 1 wherein said unit comprises a reservoir for 
holding the agent to be delivered to the elongated member 

Claim 3 embodies the device to claim 2 wherein said reservoir is sized to hold a volume 
of the agent in the range of from about 0.001 ml to 10 ml. 

Claim 4 embodies the device to claim 2 wherein said unit comprises a pump for 
delivering the agent from the reservoir to the elongated member when the elongated member is 
positioned within the breast duct. 

Claim 5 embodies the device of claim 4 wherein said pump is osmotic. 

Claim 7 embodies the device of claim 1 wherein said unit comprises an osmotic pump for 
delivering the agent to the elongated member when the elongated member is positioned within 
the breast duct. 

Claim 9 embodies the device of claim 1 wherein said elongated member extends 
substantially perpendicular to a nipple engaging surface of the unit. 

Claim 10 embodies the device of claim 1 wherein said elongated member includes a 
portion for securely maintaining the elongated member within the breast duct. 

Claim 1 1 embodies the device of claim 10 wherein said portion of the elongated member 
includes a protruding member for engaging a wall of the breast duct. 

Claim 12 is drawn to a device for delivering an agent to a breast milk duct, said device 
comprising: a unit for holding the agent to be delivered to the breast duct, said unit being sized 
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and configured for residing on a nipple surface, and an elongated member for delivering the 
agent from the unit to the breast duct, said elongated member being in communication with said 
unit, sized for positioning within the breast duct and having a retaining member for holding the 
elongated member in the breast duct. 

Claim 13 embodies the device of claim 12 wherein said device includes an outer 
boundary that is shaped and configured for being fully supported on a nipple. 

Claim 14 embodies the device to claim 12 wherein said unit comprises a reservoir for 
holding the agent to be delivered to the elongated member 

Claim 15 embodies the device according to claim 14 wherein said reservoir is sized to 
hold a volume of the agent in the range of from about 0.001 ml to 10 ml. 

Claim 16 embodies the device to claim 15 wherein said unit comprises a pump for 
delivering the agent from the reservoir to the elongated member when the elongated member is 
positioned within the breast duct. 

Claim 17 embodies the device of claim 15 wherein said pump is osmotic. 

Claim 19 embodies the device of claim 12 wherein said unit comprises an osmotic pump 
for delivering the agent to the elongated member when the elongated member is positioned 
within the breast duct. 

Claim 21 embodies the device of claim 12 wherein said elongated member extends 
substantially perpendicular to a nipple engaging surface of the unit. 

Claim 22 embodies the device of claim 12 wherein said remaining member includes a 
protrusion for engaging a wall of the breast duct. 

Baker et al teach a small portable osmotic pump which is 1.3 cm thick, 3.5 cm in 
diameter with a delivery rate of 1 ml per day for 24 hours (column 7, Example 1) which fulfills 
the specific embodiment of claims 3. Baker et al teach that the pump is held in place outside of 
the body and may be used in conjunction with a subcutaneous drug delivery set (column 4, lines 
49-51 and lines 62-64). Baker et al do not teach the specific configuration required for support 
on a nipple, nor an elongated member for delivering agent into a breast duct. 
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Sukumar teaches the localized treatment of a mammary gland comprising contacting the 
ductal epithelium with an anti-cancer agent via ductal cannulation (column 7, lines 46-60). 

Bolivar et al teach the use of a Kopans guide for an anchor within the mammary ducts. 
Bolivar et al teach that intraductal growths are most commonly near the areolar region requiring 
the insertion of the anchor only 1-2 cm within the breast (page 241). 

It would have been prima facie obvious at the time the claimed invention was made to 
configure the small osmotic pump of Baker to be supported on a nipple, and to use a cannula to 
protrude from the breast and the Kopans guide to position the cannula at an intraductal lesion. 
One of skill n the art would have been motivated to do so by the teachings of Sukumar et al on 
the intraductal administration of chemotherapeutic agents and the teachings of Bolivar on the 
relative accessibility of intraductal lesions and the anchoring of a guide with in the breast. One 
of skill in the art would have been motivated to keep the cannula correctly placed during the 
treatment. 

Claims 23-32 are rejected under 35 U.S.C. 103(a) as being unpatentable over Theeuwes 
et al (U.S. 3,845,770) in view of Sukumar (U.S. 5,763,415) and Bolivar et al (Acta Radiologica, 
March 1997, Vol. 38, pp. 240-242). 

Claim 23 is drawn to a device for delivering an agent to a breast milk duct over time, said 
device comprising: an indwelling unit for holding the agent to be delivered to the breast duct, 
said indwelling unit being sized and configured for being positioned and maintained within a 
portion of a breast duct, and an elongated member extending from said unit, wherein said 
elongated member can be positioned to extend out of said breast duct when said indwelling unit 
is positioned within the breast duct. Claim 24 embodies the device of claim 23 wherein said 
elongated member includes a tether that provides retrieval of the indwelling unit from within the 
breast duct. Claim 25 embodies the device of claim 23 wherein said unit includes a reservoir and 
said elongated member includes a lumen for delivering fluid to said reservoir when said reservoir 
is positioned within the breast duct. Claim 26 embodies the device of claim 23 wherein said 
elongated member includes an internal lumen for delivering a fluid to the indwelling unit. Claim 
27 embodies the device according to claim 23 wherein said indwelling unit comprises a reservoir 
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for holding the agent to be delivered to the breast duct. Claim 28 embodies the device of claim 
27 wherein said reservoir is sized to hold a volume of the agent in the range of from about 0.001 
ml to 10 ml. 

Theeuwes et al teach an implantable drug delivery device shaped like a bullet (column 9, 
lines 15-17), wherein said device is an osmotic pump for providing neoplastic agents (column 
11, line 27). Theeuwes et al teach that the device will provide 0.01 cc to 5 cc of fluid per hour, 
day or longer (column 12, lines 53-57 and column 16, lines 23-30). 

Sukumar teaches the localized treatment of a mammary gland comprising contacting the 
ductal epithelium with an anti-cancer agent via ductal cannulation (column 7, lines 46-60). 

Bolivar et al teach the use of a Kopans guide for an anchor within the mammary ducts. 
Bolivar et al teach that intraductal growths are most commonly near the areolar region requiring 
the insertion of the anchor only 1-2 cm within the breast (page 241). 

It would have been prima facie obvious at the time the claimed invention was made to 
configure a bullet shaped indwelling osmotic pump for positioning within a breast duct, said 
implantable pump having a tether which extends out of the breast duct for removal. One of skill 
in the art would have been motivated to do so by the teachings of Sukumar et al on the localized 
delivery of antineoplastic drugs to breast epithelium and the teachings of Bolivar et al about the 
Kopans guide for positioning a wire within a breast duct. One of skill in the art would be 
motivated to position the implantable pump at the correct location via the Kopans guide so as to 
provide the most efficacy in the local treatments and to have a pump which would be removed 
when depleted and replaced by a filled device. 

Claims 1-3, 6, 8-15, 18, 20-28, 31, 33 and 34 are rejected under 35 U.S.C. 103(a) as 
being unpatentable over Santini et al (U.S. 5,797,898) in view of Sukumar (U.S. 5,763,415) and 
Bolivar et al (Acta Radiologica, March 1997, Vol. 38, pp. 240-242).Claim 6 embodies the device 
of claim 1 wherein said unit is capable of delivering a volume of the agent in a range from about 
0.0001 ml per day to about 0.001 ml per hour. Claim 8 embodies the device of claim 1 wherein 
said unit comprises a microchip for delivering the agent to the elongated member when the 
elongated member is positioned within the breast duct. Claim 18 embodies the device of claim 
12 wherein said unit is capable of delivering a volume of the agent in a range from about 0.0001 
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ml per day to about 0.001 ml per hour. Claim 20 embodies the device of claim 12 wherein said 
unit comprises a microchip for delivering the agent to the elongated member when the elongated 
member is positioned within the breast duct. 

Claim 23 is drawn to a device for delivering an agent to a breast milk duct over time, said 
device comprising: an indwelling unit for holding the agent to be delivered to the breast duct, 
said indwelling unit being sized and configured for being positioned and maintained within a 
portion of a breast duct, and an elongated member extending from said unit, wherein said 
elongated member can be positioned to extend out of said breast duct when said indwelling unit 
is positioned within the breast duct. Claim 24 embodies the device of claim 23 wherein said 
elongated member includes a tether that provides retrieval of the indwelling unit from within the 
breast duct. Claim 25 embodies the device of claim 23 wherein said unit includes a reservoir and 
said elongated member includes a lumen for delivering fluid to said reservoir when said reservoir 
is positioned within the breast duct. Claim 26 embodies the device of claim 23 wherein said 
elongated member includes an internal lumen for delivering a fluid to the indwelling unit. Claim 
27 embodies the device according to claim 23 wherein said indwelling unit comprises a reservoir 
for holding the agent to be delivered to the breast duct. Claim 28 embodies the device of claim 
27 wherein said reservoir is sized to hold a volume of the agent in the range of from about 0.001 
ml to 10 ml.Claim 31 embodies the device of claim 23 wherein said indwelling unit is capable of 
delivering a volume of the agent in a range from about 0.0001 ml per day to about 0.001 ml per 
hour. Claim 33 embodies the device of claim 23 wherein said indwelling unit comprises a 
microchip for delivering the agent to the breast duct when the indwelling unit is positioned 
within the breast duct. Claim 34 is drawn to a device for delivering an agent to a breast milk duct 
over time, said device comprising: an indwelling unit for holding the agent to be delivered to the 
breast duct, said unit including a microchip and being sized and configured to be positioned and 
supported within a breast duct, and an elongated member secured to the indwelling unit, wherein 
said elongated member extends out of the breast when the indwelling unit is positioned within 
the breast duct. 

Santini et al teach small implantable microchip devices that function as drug dispensing 
agents (column 3, lines 9-42). Santini et al teach that for in vivo applications the entire device, 
including the power supply is encapsulated in a biocompatible material (column 6, lines 21-25). 
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Santini et al teach that the microchips can be implanted into a patient by injection (column 1 1 , 
lines 20-23). Santini et al teach the delivery of drugs by means of release from a reservoir which 
can be controlled by a preprogrammed microprocessor or remote control (column 10, lines 27- 
48). 

Sukumar teaches the localized treatment of a mammary gland comprising contacting the 
ductal epithelium with an anti-cancer agent via ductal cannulation (column 7, lines 46-60). 

Bolivar et al teach the use of a Kopans guide for an anchor within the mammary ducts. 
Bolivar et al teach that intraductal growths are most commonly near the areolar region requiring 
the insertion of the anchor only 1-2 cm within the breast (page 241). 

It would have been prima facie obvious at the time the claimed invention was made to 
configure a bullet shaped indwelling microchip reservoir for positioning within a breast duct, 
said microchip having a tether which extends out of the breast duct for removal. One of skill in 
the art would have been motivated to do so by the teachings of Sukumar et al on the localized 
delivery of antineoplastic drugs to breast epithelium and the teachings of Bolivar et al about the 
Kopans guide for positioning a wire within a breast duct. One of skill in the art would be 
motivated to position the implantable pump at the correct location via the Kopans guide so as to 
provide the most efficacy in the local treatments and to have a microchip reservoir which would 
be removed when depleted and replaced by a filled microchip. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Karen A. Canella whose telephone number is (571)272-0828. 
The examiner can normally be reached on 10-6:30 M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Larry Helms can be reached on (571)272-0832. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Karen A.Canella, Ph.D. 
9/5/2006 




